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Central IRBs: Consistency increases, 
but so does confusion
Pros and cons are weighed

As the use of central IRBs grows nationally, these models are in-
creasing consistency in IRB review, but they also are causing some 
confusion for institutional IRBs, research ethics and IRB directors 

say. 
“Centralized IRB models can increase the consistency of human subject 

protection,” says James Riddle, MCSE, CIP, CPIA, assistant director of 
Fred Hutchinson Cancer Research Center in Seattle.

“Having one location where the research is consistently reviewed helps 
ensure consistent protections apply across all of the institutions doing the 
protocol,” he adds.

Research institutions increasingly are awarded federal grants that 
require a centralized IRB model out of a desire for greater consistency, 
Riddle says.

One of the driving forces behind the centralized IRB model was the 
perceived lack of IRB review consistency between sites reviewing the same 
multisite study. But now that centralized models have become more ac-
cepted and consistency is improving, a new administrative problem has 
arisen, Riddle says.

In recent years, research institutions working with central IRBs have 
discovered that the efficiencies gained from having a multisite study use 
one main IRB have not trickled down to the local IRBs.

“Just because you’re using a central IRB doesn’t mean it’s less work for 
the IRB office,” Riddle says.

“You still have to keep track of the central IRB and what the rules 
are,” Riddle says. “So you might improve study time and efficiency of 
the overall IRB system, but you may also end up adding administrative 
burden to keep track of all of those different centralized IRBs and their 
unique requirements.”

For larger research institutions like Fred Hutchinson Cancer Research 
Center, there often are three or more central IRBs being used at one time, 

n Central IRB models 
increase consistency and 
confusion  .  .  .  .  .  .  .  .  cover

n Dividing central and local 
IRB responsibilities   .  .  .  .111

n Examples of central IRB 
models  .  .  .  .  .  .  .  .  .  .  .  .112

n One-page form aids 
investigators in serious 
adverse event reporting .  .112

n AAHRPP “2.0” focuses 
on common sense 
requirements  .  .  .  .  .  .  .  .113

n The changing world of 
independent IRBs  .  .  .  .  .114

n The stories behind the IRB 
acquisitions  .  .  .  .  .  .  .  .  .116

n Relieving regulatory 
fatigue syndrome  .  .  .  .  .117



110 IRB ADVISOR / October 2014

IRB Advisor (ISSN 1535-2064) is published monthly by AHC Media LLC, One 
Atlanta Plaza, 950 East Paces Ferry Road NE, Suite 2850, Atlanta, GA 30326. 
Telephone: (404) 262-7436. Website: www.ahcmedia.com. Periodicals Postage 
Paid at Atlanta, GA 30304 and at additional mailing offices. 

POSTMASTER: Send address changes to  
IRB Advisor, P.O. Box 550669, Atlanta, GA 30355.

AHC Media, LLC is accredited by the Accreditation Council for 
Continuing Medical Education to provide continuing medical education 
for physicians. 

AHC Media, LLC designates this enduring material for a maximum of 
18 AMA PRA Category 1 Credits™. Physicians should claim only credit com-
mensurate with the extent of their participation in the  activity.
AHC Media is accredited as a provider of continuing nursing education by 
the American Nurses Credentialing Center’s Commission on Accredita-
tion. 
This activity has been approved for 15 nursing contact hours using a 
60-minute contact hour.  
Provider approved by the California Board of Registered Nursing, Provider 
#14749, for 15 Contact Hours.
This activity is intended for clinical trial research physicians and  nurses. It 
is in effect for 36 months from the date of publication.

Opinions expressed are not necessarily those of this publication. 
Mention of products or services does not constitute endorsement. 
Clinical, legal, tax, and other comments are offered for general 
 guidance only;  professional counsel should be sought for specific 
 situations.

Editor: Melinda Young.
Associate Managing Editor: Jill Drachenberg, (404) 262-5508 

(jill.drachenberg@ahcmedia.com).
Continuing Education and Editorial Director: Lee Landenberger 

Copyright © 2014 by AHC Media, LLC. IRB Advisor is a registered 
 trademark of AHC Media. The trademark IRB Advisor is used herein 
under license. All rights reserved. 

Editorial Questions
Questions or comments? 
Call Jill Drachenberg at (404) 262-5508.

Subscriber Information
Customer Service: (800) 688-2421 or fax (800) 284-3291. E-mail:  
( customerservice@ahcmedia.com). Hours of operation: 8:30 a.m.- 
6 p.m. Monday-Thursday; 8:30 a.m.-4:30 p.m. Friday, EST.

Subscription rates: U.S.A., Print: 1 year (12 issues) with free AMA Category 
1 CreditsTM or Nursing Contact Hours, $419. Add $19.99 for shipping 
& handling. Online only, single user: 1 year with free AMA Category 1 
CreditsTM or Nursing Contact Hours, $369. Outside U.S., add $30 per year, 
total prepaid in U.S. funds. Discounts are available for group subscriptions, 
multiple copies, site-licenses or electronic distribution. For pricing informa-
tion, call Tria Kreutzer at 404-262-5482. Back issues, when available, are 
$75 each.(GST registration number R128870672.) 

Photocopying: No part of this newsletter may be reproduced in any form 
or incorporated into any information retrieval system without the written 
permission of the copyright owner. For reprint permission, please contact 
AHC Media. Address: P.O. Box 550669, Atlanta, GA 30355. Telephone: 
(800) 688-2421. World Wide Web: http://www.ahcmedia.com.

AHC  Media

Riddle says. (See story about different central IRB 
models, page 112.)

“Each institution has to come up with their own 
mechanisms for working with central IRBs,” he 
says.

The human subjects protection world is in tran-
sition with centralized IRBs, and while this makes 
things more confusing, it will evolve and improve, 
says Kathryn Flynn, PhD, an associate professor at 

the Medical College of Wisconsin in Milwaukee. 
Flynn has studied the central IRB model and pub-
lished research about it.

“Right now, in this transition period, it might 
mean extra paperwork for IRBs, but hopefully this 
is only for the transition period,” Flynn adds.

The ideal is for both local and central IRBs to 
agree on terms and a workable model, she says.

When the first centralized IRBs emerged in the 
2000s, institutions and local IRBs were concerned 
about whether involvement of central IRBs would 
affect the local and institutional IRBs’ ability to 
reflect community standards, but this has not 
proven to be a problem, says Robert Klitzman, 
MD, professor of psychiatry and director of the 
bioethics masters and online certificate programs 
at Columbia University in New York City.

“Centralization has a lot of advantages, and 
what I’ve found in research is that there are sev-
eral advantages to having local IRBs, as well,” 
Klitzman says. “One advantage is that local IRBs 
have local knowledge of subjects and researchers.”

For instance, members of a local IRB might have 
a curbside consult with investigators, he says.

“An investigator might see an IRB member in 
the parking lot or hallway and say, ‘I’m think-
ing about doing this with my study, what do you 
think?’” Klitzman says. “The IRB member might 
answer, ‘Make sure you’re aware of XYZ.’”

The researcher takes that informal advice and 
incorporates changes in the protocol before send-
ing it to the IRB for review. That informal process 
can save a month or more of IRB review time and 
back-and-forth between investigators and the IRB, 
Klitzman explains.

“A parking lot is not a place for an official deci-
sion, but any informal network can be helpful,” he 
adds.

The research community can do more to im-
prove local IRB and central IRB relationships and 
to increase efficiency when centralized IRBs are 
used, Flynn says.

Flynn was the lead author of a study that looked 
at perceived barriers to using centralized IRB re-
view and discussed the need to clarify terms.1

“Ten years ago there was a conference that out-
lined main barriers to centralized IRB review, and 
we were trying to present some potential solutions 
to these barriers,” Flynn says. “We talked with a 
number of different stakeholders, received their 
feedback, and presented solutions to barriers.”

Flynn and co-investigators spoke with more 
than 40 experts, including IRB directors, federal 
regulators, and others.
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“We held a two-day expert meeting to get all of 
these different perspectives,” Flynn says.

One barrier identified was the feasibility of 
working with multiple outside IRBs when each 
required different forms. The solution Flynn and 
co-investigators suggested was for the research 
community to identify standard data elements to 
facilitate review and reporting across disparate 
systems.1 (See story about IRB responsibilities on 
this page.)

The centralized IRB model still is new, so it’s too 
soon to say whether it’s the best model for human 
subjects research review, Flynn says.

“Theoretically it looks like it should be the bet-
ter model, but it remains to be seen,” she adds.

When research institutions form a partnership 
with a central IRB, the human subjects protection 
community should be cautious of expecting too 
many benefits from this relationship, Klitzman 
says.

“The problem is that people are looking to cen-
tral IRBs to solve significant discrepancies in IRBs’ 
decision-making,” he notes.

But a central IRB is not the answer to all IRB 
standardization problems, he adds.

Klitzman’s research has shown that discrep-
ancies in IRB reviews can occur within a local 
institution and even within a single IRB, as well 
as between IRBs that are entirely different. This 
suggests that most IRB review inconsistency is due 
more to individual board members’ opinions than 
to differences in community standards, as is usu-
ally suggested, Klitzman says.2

IRB review is a human process, and this makes 
consistency more challenging, he says.

While CITI and other human subjects training 
are widely used by researchers, clinical trial staff, 
and IRB workers, such training is rarely required 
of actual IRB members, Klitzman says.

“Why isn’t there a required test to be an IRB 
member?” he says. “If researchers have to take a 
test, IRB members should take a test.”

The field’s dilemma is similar to that of psychi-
atric research 30 years ago, when one psychiatrist 
would say a patient is depressed, but another 
would think that was overstating the problem, he 
explains.

“So the psychiatric field developed standardized 
rating scales that tell us if someone is depressed or 
not,” Klitzman says.

The same sort of rating scales could be devel-
oped for the IRB process, he adds.

“What we need is open, transparent discourse,” 
Klitzman says. “It’s in the absence of this that 

people believe central IRBs are the answer.”
Making the IRB process more consistent would 

require both a checklist that IRB staff can use to 
make certain each submitted study follows all 
regulations, and a review rating scale to look at 
issues where personal opinions can sway a decision 
one way or the other, he says.

An IRB review rating scale could look at the 
informed consent process, the concept of undue 
influence, the balance of risks and benefits, and 
other issues.

“I would argue it’s still a human process and 
we can’t automatize everything, but there needs to 
be much more of an attempt to do so,” Klitzman 
says. “The differences between IRB reviews are not 
related to community values but are due to idio-
syncrasies, and that’s an unacceptable reason for 
inconsistency.”
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Dividing central and 
local IRB responsibilities
Researchers offer suggestions

When research institutions and their IRBs 
work with centralized IRBs, questions arise 

about which board handles which responsibilities.
Researchers with the Clinical Trials Transfor-

mation Initiative (CTTI) took a close look at this, 
coming up with a study that suggests these com-
mon roles for central IRBs:

• research education and training of IRB per-
sonnel;

• register with FDA and OHRP;
• notify sites of accreditation changes;
• ensure ethical standards and regulations;
• collate site-specific information;
• approve informed consent forms;
• provide copies of IRB decisions, rosters and 

minutes; and 
• notify sites of non-compliance concerns.1

Suggested responsibilities for local IRBs include 
the following:

• education and training of investigators and 
study coordinators;
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• credentialing of staff;
• maintaining Federalwide Assurance (FWA);
• conducting security and privacy reviews; and
• ensuring investigator compliance and conflict 

of interest.1

Either IRB could evaluate local context or pro-
vide waiver of authorization under HIPAA, and 
both IRBs could execute IRB authorization and 
assess investigator qualifications.1

REFERENCE
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Examples of central IRB 
models
IRBs could be working with any and all

Working with different central IRBs and using 
different models has created some confusion 

for local IRBs, experts say.
Each central IRB has its own model for work-

ing with local ethics boards, says James Riddle, 
MCSE, CIP, CPIA, assistant director of Fred 
Hutchinson Cancer Research Center in Seattle.

For instance, a research institution might be 
working with central IRBs that have one of these 
different models:

• Shared model. “Most institution-based IRBs 
don’t have the resources to provide all of the same 
resources as a commercial central IRB, so some of 
the responsibility is shared,” Riddle says.

An example is the Central IRB (CIRB) Initiative 
formed by the National Cancer Institute. CIRB 
performs protocol review, amendments, and con-
tinuing review, but there also is work done by the 
local institutional IRB, including preparation of 
the final informed consent form, Riddle says.

Another shared IRB model, called IRBShare, 
is where one institution will provide the initial 
review of a research project. Then other institu-
tions participating in the IRBShare project can 
rely on the first institution’s review of the protocol 
as their own, he explains.

“That model, essentially, is sharing the initial 
review responsibilities, but after the initial review, 
each institution then conducts local review of 
amendments, continuing review, reportable events, 
etc.,” he adds.

• Optional lead IRB model. “When Fred 

Hutchinson serves as the central IRB, we use a 
model we call the lead IRB,” Riddle says. “We 
use this model for various research networks 
where Fred Hutchinson is the network coordinat-
ing center.”

It provides centralized IRB services on a volun-
tary basis to members of the network. The chief 
example of this model is the Cancer Immuno-
therapy Trials Network (CITN), which is located 
at Fred Hutchinson.

“We are the coordinating center, and all of the 
participating network sites are offered the oppor-
tunity to use the Fred Hutchinson IRB as the IRB 
of record, or they can use their own local, insti-
tutional IRB,” Riddle explains. “It’s an optional, 
centralized IRB — not required.”

About half of the CITN sites use Fred Hutchin-
son IRB as their central IRB, he adds.

With the lead IRB model, the central IRB does 
all of the IRB-related work, including initial re-
view, modifications, and unanticipated problems 
reporting. The local IRB does its regular institu-
tional activities, including handling conflicts of 
interest, Riddle says.

• Mandatory central IRB model. Some federal 
research grants have required the receiving insti-
tution to provide compulsory central IRB review. 
The compulsory use of central IRBs may become 
more prevalent as funding agencies require all 
participating sites to use the central IRB as a con-
dition of the research grant, Riddle says.

“Those are just three examples of central IRB 
models,” he says. “There probably are dozens 
more that have been springing up as NIH [Na-
tional Institutes of Health] and other funding 
agencies have mandated the use of a centralized 
IRB system.”  n

One-page form aids in 
serious event reporting
Questions should go into gray areas

How investigators report serious adverse 
events (SAEs) can be subject to gray zones. 

Answers are not always a clear “yes” or “no.”
For this reason, an IRB should have an SAE 

report form available to help clarify investiga-
tors’ responses, suggests Brian A. Gladue, PhD, 
CIP, executive director for the office of research 
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compliance at the University of North Texas 
Health Science Center in Fort Worth.

“The investigator has to determine whether 
or not the event meets one of the standard 
criteria for serious adverse event, such as death, 
life-threatening situation, hospitalization,” Gla-
due says. “And how is the event related to the 
protocol?”

An SAE report form should allow for a small 
range of answers, he says. 

“It encourages more reporting if the answers 
are not just ‘yes’ or ‘no,’” Gladue says. “We find 
that people are reluctant to say ‘yes’ or ‘no.’ So 
having a range gives them an opportunity to 
check something.”

But if the investigator answers with anything 
other than a definite “no,” the IRB will look 
into it, he adds.

“If the investigator is convinced the event is 
not related to the protocol and their explanation 
makes sense, then we’d concur,” Gladue says.

The IRB provides investigators with an SAE 
checklist to get them to think about the kind of 
information the IRB needs, he says.

“Then they attach all of the relevant data, 
usually as it relates to the study,” he adds. “We 
ask for what the determinations are and what 
they recommend.”

The IRB reviews the SAE information and de-
cides to accept it as-is or to modify the informed 
consent form.

The attached information should include a 
description of what happened, any available 
medical or hospital record and diagnostic record 
associated with the event, and lab tests associ-
ated with the event, Gladue says.

“The form is a starting point, not a single, 
end-all document,” he explains. “They have to 
attach relevant information, and if this is not 
forthcoming the IRB will ask them for more 
information.”

For example, the SAE report also should 
include the investigator’s determination of the 
event and how it’s related to the kind of event 
they’re reporting, Gladue says.

“Some events are clearly related to the study, 
and some are unrelated, or you have to stretch it 
to have it related,” he says.

Gladue offers this example of how gray areas 
can develop: “Suppose someone is taking a test 
article associated with diabetic foot ulcers, a 
cream or treatment, and the person ends up in 
the emergency room over the weekend because 
he broke his shoulder when cleaning gutters.”

The investigator might say this accident is def-
initely not related to the study. But someone else 
might argue that the participant could have been 
woozy from the study product and that could 
have contributed to his fall, Gladue explains.

“So the IRB will look at the test article’s 
adverse events to see if wooziness is listed,” he 
says.

Any adverse events result in a reassessment of 
what’s going on with the study.

“The idea is to have a system available for 
investigators to be comfortable about report-
ing unusual events that occur in their protocols, 
and the SAE form is the starting point for that,” 
Gladue says.  n

New president and CEO: 
“We’re AAHRPP ‘2.0’”
Paperless submissions started in April

The Association for the Accreditation of Hu-
man Research Protection Programs (AAH-

RPP) is moving in some new directions as Elyse 
I. Summers, JD, president and chief executive 
officer, celebrates her first anniversary with the 
organization. Summers previously was the direc-
tor of education at the Office for Human Re-
search Protections (OHRP). IRB Advisor asked 
Summers to answer a couple of questions about 
AAHRPP changes under her watch.

IRB Advisor: What are some of the new things 
AAHRPP is doing?

Summers: We’re really focusing on working 
collaboratively with and listening to our various 
stakeholders so as to make the whole accredita-
tion process as positive of an experience as pos-
sible for all concerned. For example, we have all 
of our AAHRPP standards that organizations do 
need to meet, but I’ve articulated as an operat-
ing principle that in areas where the regulating 
agencies — whether it’s the FDA or OHRP — 
have put forth regulations and guidance and clear 
interpretations, AAHRPP does not need to be 
“greater than.” AAHRPP will not create greater 
standards than what has already been fully and 
well explicated by the regulatory agencies.

Alternatively, there may be areas where there 
are regulations but not guidance or explicit in-
terpretations from the regulatory agencies, and 



114 IRB ADVISOR / October 2014

in those areas we have stepped into the void to 
help illuminate what needs to be addressed. If 
there’s a gray area where the community was 
seeking some guidance, we have stepped in and 
provided further elucidation in those areas. For 
example, there are regulations that describe the 
IRB’s structure and composition, including the 
necessity of having experienced IRB members 
and a designated IRB chair, but AAHRPP stan-
dards (II.1.B) provide for periodic review and 
adjustment, as necessary. In other words, IRB 
members (and chairs) should be evaluated and 
given feedback in terms of their participation.

A second example (standard II.1.C) involves 
managing the potential for conflicts of inter-
est between different role-players at an orga-
nization. AAHRPP standards require that an 
organization have and follow written policies 
and procedures to separate competing business 
interests from ethics review functions, such that, 
for example, the person in charge of attracting 
grant money cannot be the IRB chair. Those are 
competing interests: The IRB chair has to say 
whether or not the study is ethically appropriate, 
and the grants director needs to attract research 
funding. While I’m fairly confident that my for-
mer colleagues at OHRP would recommend such 
separation of function to maintain the IRB’s 
independence, on this specific issue the regula-
tions are silent.

Returning to my earlier point, I want to be 
clear, though, that one of the things I’m try-
ing to counter is the possible perception in the 
community that AAHRPP requires more than 
federal agencies in areas where the government 
has spoken quite cogently, robustly and appro-
priately; in those cases, we do not require more. 
For instance, in the case of continuing review, 
there is well-explicated harmonized guidance 
from OHRP and FDA, so that is a situation 
where there is no reason for AAHRPP to re-
quire greater than what the regulations require 
because the federal regulators have spoken in a 
clear and helpful manner.

IRB Advisor: What is AAHRPP doing differ-
ently now?

Summers: We’re trying to make strides in the 
functional processes of accreditation. Before I 
started at AAHRPP, everything had to be sub-
mitted in physical hard copy paper — hundreds 
of pages. Now we’re working towards a paper-
less process. Although we’re not fully there yet, 
we have begun to accept our submissions by CD 
or thumb drive. It’s not the same as a fully on-

line portal yet, but we want to do that carefully. 
We’re on our way to implementing processes 
that make the whole experience a better one for 
our clients. We changed this just this past spring. 
If an organization wishes to send paper, we’ll ac-
cept that, of course, but this is huge because the 
submission process includes hundreds and hun-
dreds of pages. This change saves trees and the 
expense of mailing and express delivering things 
to us. It’s worked great. The organizations like it 
and our staff loves it.

The main notion we’ve been trying to put out 
there is we’re AAHRPP 2.0 now. AAHRPP’s 
founding president, Marjorie Speers, did an 
incredible job of getting AAHRPP off the ground 
and developing this great organization dedicated 
to recognizing and accrediting high-quality hu-
man research protection programs. And now 
we’re moving into our second phase of existence, 
looking for ways to both reconnect with our 
founding community as well as areas where we 
can grow and be innovative and helpful to our 
community.  n

The changing world of 
independent IRBs
Acquisitions mean big changes, more services

Thanks to the rise in private equity owner-
ship, the number of independent IRBs may be 

shrinking, but the number of services they offer is 
greatly expanding.

To get a sense of what is changing in the inde-
pendent IRB field and why, IRB Advisor spoke to 
current and former CEOs of Schulman Associates 
IRB, WIRB-Copernicus Group, and Chesapeake 
IRB.

While independent, medical, and academic 
IRBs are all driven by the same goals — ethical 
research and the protection of human subjects — 
independent IRBs must also consider what other 
IRBs may not have to: the business of staying 
competitive and just staying in business.

“Right now you really only see four major 
IRBs: WCG [WIRB-Copernicus Group], Schul-
man, Quorum IRB [family owned], and Chesa-
peake,” says John Isidor, JD, CEO of Human 
Subjects Protection Consulting in Cincinnati, 
and former CEO of Schulman Associates. “The 
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family-owned nature of the IRBs is dying rather 
quickly with the private equity firms entering.”

“As far at the notion of consolidation — an in-
dustry doesn’t consolidate on its own,” says Don 
Deieso, PhD, CEO of WIRB-Copernicus Group 
(WCG). “It usually happens because the market is 
savoring that. We didn’t set out as a company to 
consolidate an industry.”

Expanding services

One big reason behind the IRB acquisitions, 
Isidor says, is that IRBs are looking to expand 
their service offerings.

“Pre-2007, I don’t think any IRB did anything 
other than act as an IRB,” he says. “Our entire 
focus was on improving turnaround times and 
customer service and trying to get more special-
ized IRB members to make sure we had appropri-
ate expertise reviewing the research.”

One example of expanding services is Schul-
man’s recent foray into consulting with its forma-
tion of Provision Research Compliance Services. 
The partnership between Schulman and Falcon 
Consulting Group provides quality assurance and 
human subjects protection consulting services.

“That was really an effort on our part to 
broaden our service lines to better reach the com-
pliance needs within institutions,” says Michael 
Woods, CEO of Schulman Associates IRB in 
Cincinnati. Schulman was purchased by Imperial 
Capital Group in 2008. “We wanted to be able to 
do more than simple review services, and provide 
support to the human research protections pro-
grams within institutions and ensure the com-
pliance of the enterprise.” Both Schulman and 
Falcon wanted to expand their service offerings, 
Woods says.

To expand its service offerings to clinical re-
search organizations and other institutions, WCG 
offers an institutional biosafety committee for 
gene transfer and recombinant DNA trials. The 
company also acquired tech company IRBNet, 
which provides IRB and clinical trial management 
software.

“There’s been a resounding market accep-
tance,” Deieso says. “One of the advantages of 
being a larger organization is that you can invest 
more.”

The bottom line, Isidor says, is that private eq-
uity firms buy to sell. Firms look at how to grow 
the top and bottom lines of the entity they wish 
to purchase. “The model for the independent IRB 
is not perfectly aligned with the private equity 

model because there isn’t an unlimited amount 
of growth there,” he says. “If anything, it’s either 
flat or somewhat reduced because of costs and 
patients that are accessible.”

The IRBs’ focus on human subjects protection 
must remain firmly intact, Isidor says. “These 
private equity firms are well aware that if they do 
things to raise revenue and speed studies along, 
that could be the death knell of the IRBs,” he 
says. “I think they’re certainly aware that they 
can’t push the envelope too far — they under-
stand the impact of the FDA, OHRP, AAHRPP, 
and the ethical nature of what the companies 
do.”

Working with private equity can increase risk 
awareness even more, Woods says. “Our experi-
ence with private equity has heightened our focus 
on doing everything we can to ensure a very com-
pliant, high-quality service,” he says. “I believe 
in the world of private equity, they’re looking to 
achieve certain business objectives and they need 
to do that in a way that minimizes risk as much 
as possible. Risk is something they have very little 
appetite for.”

Grow or bust

The IRBs became aware that they would 
almost certainly have to sell in order to grow 
technological offerings and stay competitive, the 
CEOs acknowledge.

“Obviously the other aspect we were all com-
peting on was electronic tools to let customers ac-
cess data in a time-sensitive manner,” Isidor says. 
“One other area for growth was offering services 
to larger institutions that would use independent 
IRB services or primarily commercial-sponsored 
research.”

“I think it’s the reality that they [smaller inde-
pendent IRBs] can no longer satisfy the market 
needs,” Deieso adds. “They can’t go it alone 
anymore. If you don’t have the technology to live 
in a paperless world, customers won’t use you 
anymore and will find a better option.”

“Part of the decision on my part [to sell] was 
to be a competitive player in the field while main-
taining the high level of quality that we provide,” 
says Felix Khin-Maung-Gyi, PharmD, MBA, CIP, 
RAC, founder of Chesapeake IRB and and execu-
tive chairman of Chesapeake Research Review, 
LLC, in Columbia, MD.

Resources are scarce for personnel and other 
funding needs, Gyi says, and IRBs must have 
certain economies of scale. This includes efficient 
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technology platforms that are easily accessible to 
clients and facilitate timely research. “If an IRB 
hopes to be able to provide that type of support 
and they have not yet invested in the electronic 
infrastructure, it will be an expensive and difficult 
initiative to undertake today,” he says.

Chesapeake invested in a Part 11 compliant 
electronic platform in 2005, which it continues 
to expand and improve. The capital from Audax 
Private Equity allows it to improve technology 
that supports the growth the IRB is currently 
experiencing, Gyi says. “I don’t see how we, as a 
research enterprise, can afford not to be efficient 
if we are to remain a viable provider of services,” 
he says.

Multisite research

The growing use of central IRBs for multisite 
research is driving consolidation, Gyi says. “En-
lightened sponsors, researchers and academic 
centers see the world is changing — consolidation 
supports timely intiation of multisite studies,” he 
says. “There have been many models suggested; in 
the early 2000s, the question was, ‘How can we 
run a more efficient multicenter trial so 100 differ-
ent research sites don’t have to answer to 100 dif-
ferent IRBs?’ You don’t want to have 100 differ-
ent interpretations resulting from the review of the 
same protocol. It’s been a topic that’s been under-
lying many conversations in the field. It’s now per-
colating to the top and people are seeing that they 
can indeed have one IRB that provides oversight 
that’s in compliance with regulations and ethical 
considerations. The profile of multicenter studies 
hasn’t really changed; what has changed is how a 
central review model can be a tremendous benefit 
in conducting multicenter research. This is further 
evidenced by academic medical centers relying 
more and more on central IRBs like Chesapeake’s 
to provide human research protections oversight 
for their investigators.”

“One other area for growth was offering ser-
vices to larger institutions that would use indepen-
dent IRB services for primarily commercial-spon-
sored research,” Isidor adds. “The push continues 
to be spearheaded in part by FDA and OHRP for 
one central IRB for large and medium clinical tri-
als. It offers a great advantage of marketing your 
IRB services to the client.”

As the model and role of central IRBs continues 
to take shape, independent IRBs must find their 
role within the model, Gyi says.

“We have to elevate our conversation: What 

does central review model look like? What does 
the professional IRB look like in the central 
model?” Gyi says. “In those terms, the role of the 
independent IRB would grow because they have 
the infrastructure to be efficient in a quality multi-
center research setting.”

The future of independents

“The landscape is changing across the entire 
research enterprise, not just independent IRBs,” 
Gyi says. “From pharmaceutical companies to 
academic medical centers to hospital consortia, 
there are governance and structural changes that 
affect how research is being conducted across the 
board. We all have to be more efficient, and have 
the capacity to be scalable, if we are to remain 
competitive globally — not just nationally.”

The CEOs acknowledge that the trend of in-
dependent IRB acquisitions is likely to continue. 
“These acquisitions have certainly affected the 
model, and it appears at some point there will 
probably be very few, very large independents 
dominating the market,” Isidor says.

“Other than just reducing the number of major 
IRBs out there, it has been a way to accelerate our 
growth and do in a couple of years what would 
have taken four or five years to do,” Woods says. 
“It remains to be seen what the impact will be on 
the rest of the industry.”

“If the market didn’t favor fewer IRBs offering 
a wider array of services using more efficient tech-
nology, we wouldn’t do it,” Deieso adds. “It’s the 
market that sets the requirements. The rest of us 
setting the market are the ones who perform. The 
smaller businesses will merge or go under.”  n

Finding new capital 
partners
The stories behind the acquisitions

While consolidating the industry may not 
have been the goal of independent IRBs, the 

number of small and family owned IRBs continues 
to shrink.

Western IRB, Copernicus Group IRB, and IRB-
Net are all under the ownership of Arsenal Capi-
tal Partners. Aspire IRB, Midlands IRB and New 
England IRB are owned by the WIRB-Copernicus 
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Group (WCG). Just before this issue went to 
press, WCG announced the acquisition of New 
England IRB in Boston. Schulman Associates IRB 
in Cincinnati was sold to Imperial Capital Group 
in 2008. Audax Private Equity owns a majority 
stake in Chesapeake IRB, and just this year com-
pleted acquisitions of Cincinnati-based Goodwyn 
IRB and IRB Services in Canada.

When former Schulman Associates IRB CEO 
John Isidor, JD, and his partner decided to sell 
Schulman in 2008, they weren’t necessarily look-
ing to private equity firms. “Certain types of 
organizations [such as patient recruitment] were 
conflicted out of that process,” he explains. “One 
IRB was interested, but it was mainly private 
equity firms. They had more of a neutral interest. 
We were pretty large, so it wasn’t like another IRB 
would buy us.”

Finding a partner with shared values and com-
mitment to human subjects protection is key, 
says Felix Khin-Maung-Gyi, PharmD, MBA, CIP, 
RAC, founder of Chesapeake IRB and Executive 
Chairman of Chesapeake Research Review, LLC, 
in Columbia, MD.

“There has to be evidence of dedication to hu-
man research protections in an ethical way,” he 
says. “We have to have shared values and demon-
stration of those values by having transparent and 
efficient infrastructure and procedures in place. Of 
course, a group that has growth potential is what 
attracts any buyer.”

Several of the IRBs acquired by the firms have 
carried on with management structures and day-
to-day operations intact. For example, Audax 
stays out of the daily operations of Chesapeake 
IRB, Gyi says.

“We have a tremendous partner in Audax. They 
leave the existing management structure intact 
and let the people who are growing the business 
do so and offer support and access to dollar and 
non-dollar resources as needed,” he says. “They 
stay out of the way of the IRB’s day-to-day busi-
ness.”

WIRB-Copernicus Group (WCG) and its mem-
ber IRBs operate as separate entities, each with its 
own management structure. “We give them the 
resources, capital, technology, and support they 
need to flourish,” says Don Deieso, PhD, chair-
man and CEO of WCG. “We haven’t touched 
anything at WIRB, Copernicus, Aspire, or Mid-
lands. One of the things we feel strongly about is 
that we don’t acquire and then tear things apart. 
Nothing has essentially changed except they have 
access to the systems we’re offering them.”  n

A prescription for  
regulatory fatigue
Protocol navigation relieves the symptoms

IRB, FDA, IBC, RAC, DSMB — just a few of 
the alphabet soup organizations and regulatory 

body steps a researcher must go through to get a 
protocol written, reviewed, and approved. This 
can lead researchers to burnout dubbed by some at 
the National Institutes of Health (NIH) as “regula-
tory fatigue syndrome.”

“There are many steps to getting it [protocol] 
through the regulatory process,” says Sara Albert, 
MPH, protocol navigator at the National Institute 
of Allergy and Infectious Diseases (NIAID) at NIH 
in Bethesda, MD.

To help alleviate investigators’ regulatory fatigue 
and get protocols through the intramural approval 
process at NIAID, the institute developed the Pro-
tocol Navigation/Protocol Development Program 
(PN/PDP). The program assists NIAID intramural 
researchers in navigating the cumbersome proto-
col approval process. The PN/PDP was developed 
five years ago in response to a survey on clinical 
research barriers, says Tracey Miller, RN, CCRP, 
PN/PDP manager at Clinical Research Director-
ate/Clinical Monitoring Research Program, Leidos 
Biomedical Research, Inc., Frederick National 
Laboratory for Cancer Research, Frederick, MD.

“IRBs are perceived as barriers, and researchers 
said there were not enough clinical research sup-
port services to get protocols up and running,” she 
says. “The clinical director wanted to be proactive 
and to help intramural investigators develop clini-
cal studies.”

The PN/PDP tracked the development of an 
HIV vaccine clinical research protocol that worked 
its way through the program in 2013. The proto-
col required review and approval from a slew of 
regulatory bodies including the Food and Drug 
Administration (FDA), the NIAID IRB, a scientific 
review committee, Data and Safety Monitoring 
Board (DSMB), Institutional Biosafety Committee 
(IBC), and Recombinant DNA Advisory Com-
mittee (RAC). “This particular investigator [for 
the vaccine protocol] asked for help navigating 
through the offices needed,” Miller says. “If you 
all work together, you can get something done in 
a relatively short amount of time, given the com-
plexity.”

When a researcher reaches out to the PN/PDP, 
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he or she is asked to provide a study concept and 
hypothesis, and a sit-down meeting is scheduled to 
review logistics and see what services are required. 
“Some people need help with aspects of protocol 
development, such as consent writing, while some 
need full-scale navigation through the whole pro-
cess of development, review, and approval,” Albert 
says. “We usually start setting up timelines and the 
goal for study start if there is something they need 
to keep in mind, such as budgeting or funding 
issues. We try to work out what the game plan is 
going to look like, what approvals they need, and 
other logistical steps in that timeline, such as target 
dates for scientific review and IRB meetings.” 
They also discuss issues in the concept that will 
need further delineation in the protocol, such as 
identifying special populations, eligibility require-
ments, recruitment needs, sample collection and 
storage, and required oversight, such as monitor-
ing and safety reporting. “I think it really helps if 
we have a good concept that’s fleshed out. The IRB 
has several templates for protocols and our initial 
step is to put it in the appropriate template, based 
on study design,” Miller says. “We work on filling 
in the holes of that template.” 

“The investigator is the driver of the whole 
process,” Miller continues. “We are mini project 
managers for the protocol. If there’s a contract that 
needs to be written, we engage that department 
and keep everyone on pace and push people along 
who need to be pushed.”

The timeline milestones for the HIV vaccine 
protocol hinged on initial protocol document 
drafting and revisions after each of the previous 
reviews. The PN/PDP participated in biweekly 
meetings between the study team and the pharma-
ceutical company during protocol development to 
discuss the status of various reviews and ability to 
meet deadlines in order to keep moving forward.

The first milestone was the scientific review, 
which involved a team of investigators reviewing 
the protocol for scientific merit. Once the medi-
cal writer from the PN/PDP drafted the protocol, 
incorporating edits from all parties involved, the 
review occurred. The scientific reviewers addressed 
the stipulations in the protocol and approved it in 
February 2013.

Once final details of the protocol and consent 
were solidified, an IRB-required regulatory review 
of the protocol occurred about two weeks prior 
to the anticipated submission date to the IRB. 
Representatives from the regulatory, safety, and 
monitoring offices reviewed the protocol to ensure 
documents included sponsor-required information. 

“The medical monitor then issues a no regulatory 
concern email. The researcher has to have that in 
hand prior to [IRB] submission,” Miller says. The 
NIAID IRB office has a Web-based submission 
system and PN/PDP staff assist investigators with 
filling out the application and uploading the docu-
ments to the system. “Once the IRB receives the 
completed application, the IRB staff administra-
tively reviews the protocol and if there are issues 
or concerns they talk with us about it,” Miller 
says. 

The PN/PDP and the investigator submitted the 
vaccine protocol on schedule to the IRB two weeks 
before the meeting, with IRB stipulations given a 
week later. IRB discussions of the protocol focused 
on ethical use of a placebo, analytical treatment 
stop, and risk-benefit analysis. The PN/PDP as-
sisted the investigator with responding to the 
stipulations and the final protocol was approved in 
May 2013, three months after completing scien-
tific review.

When possible, the protocol was submitted for 
other reviews concurrently with IRB review to cut 
down on lag time between submissions, meeting 
dates, and approvals:

• FDA: The PN/PDP assisted in preparing the 
investigational new drug application and other 
necessary documents. The FDA determine it safe 
to proceed in May 2013.

• IBC: Pending RAC outcome, the committee 
approved the protocol with stipulations, in May 
2013.

• RAC: The PN/PDP assisted with the RAC 
application, which was submitted in April. The 
committee provided written comments in advance 
of the public meeting held in June 2013. The com-
mittee provided additional recommendations at 
the meeting, and the protocol moved forward.

• DSMB: The board reviewed the protocol in 
May 2013 and in June, made recommendations 
allowing it to proceed.

Post-approval lessons

Metrics collected by the PN/PDP showed that 
the approval process took about seven months for 
the study, including five handoffs prior to scientific 
review and eight handoffs prior to IRB approval. 

“We do collect a lot of metrics for the program 
and look at the stipulations received and try to 
avoid them in the future,” Miller says. “We also 
try to eliminate redundancies in reviews. Navigat-
ed studies tend to run about a month faster than 
non-navigated studies.”
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n Evaluating informed 
consent requirements

n Biobanking IC 
consensus guidelines 

n Ethical questions 
raised by strategies to 
retain participants

n Handling conflicts of 
interest

COMING IN FUTURE MONTHS

CNE/CME OBJECTIVES & INSTRUCTIONS

The CNE/CME objectives for IRB Advisor are to help 
physicians and nurses be able to:

• establish clinical trial programs using accepted 
ethical principles for human subject protection;

• apply the mandated regulatory safeguards for 
patient recruitment, follow-up and reporting of  
findings for human subject research;

• comply with the necessary educational require-
ments regarding informed consent and human  
subject research. 

Physicians and nurses participate in this continu-
ing education program and earn credit for this 

activity by following these instructions.
1. Read and study the activity, using the provided 

references for further research.
2. Scan the QR code below or log on to www.

cmecity.com to take a post-test. First-time users 
will have to register on the site using the 8-digit 
subscriber number printed on their mailing 
label, invoice or renewal notice. 

3. Pass the online tests with a score of 100%; 
you will be allowed to answer the questions 
as many times as needed to achieve a score of 
100%. 

4. After successfully completing the test, your 
browser will be automatically directed to the 
activity evaluation form, which you will submit 
online. 

5. Once the completed evaluation is received, a 
credit letter will be e-mailed to you instantly.  n 

“This protocol moved faster than most with 
these types of logistics involved,” Albert adds. 
“There were a lot of people to appease in the 
process. It was definitely smoother and it finished 
as quickly as we could have gotten it done; RAC 
only meets quarterly, so we had no control over 
that.”

The symptoms of regulatory fatigue syndrome 
may be unavoidable but were substantially de-
creased for the investigator as a result of interac-
tions and communications with the PN/PDP, Al-
bert says. “The time lines helped the investigator 
manage expectations and set up a game plan early 
on and keep the stakeholders engaged and on 
track so that this would move along,” she says.

IRB takeaways

The NIAID IRB has also benefitted from the 
PN/PDP, Miller says, and even refers investigators 
to the program.

“That has been very key to our success — they 
[IRB] say it’s so much easier to read the consent 
documents and protocols and they know all the 
I’s will be dotted and T’s crossed,” Miller says. 
“If the protocol hasn’t gone through our process, 
the IRB might stipulate to seek out the services of 
the PN/PDP to condense or rework the wording 
or help with stipulation responses. Our IRB chair 
does seek out our service for his studies.”

Elements of the PN/PDP program are adapt-
able to other research programs, Miller says. 
“There are elements that are unique to us, but 
quite a lot of people have been curious about our 
program and how they can help investigators be-
cause they hear the same complaints about ineffi-
ciencies and the onerous approval processes,” she 
says. “Since we all have the same goal of getting 
protocols up and running, they [other IRBs] could 
take pieces of the program to fit with their own 
institutions.”  n

Here’s a change we know you’ll like: From now 
on, there is no more having to wait until the end of a 
6-month semester or calendar year to earn your con-
tinuing education credits or to get your credit letter.

Log on to www.cmecity.com to complete a post-
test and brief evaluation after each issue. Once the 
completed evaluation is received, a credit letter is 
e-mailed to you instantly. 

If you have any questions, please call us at (800) 
688-2421, or outside the U.S. at (404) 262-5476. You 
can also email us at: customerservice@ahcmedia.com.
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1. Which of the following is a role that could be 
performed by a central IRB, a local IRB , or both, 
according to a study co-authored by Kathryn 
Flynn, PhD?
A. Provide waiver of authorization under HIPAA
B. Execute IRB authorization
C. Assess investigator qualifications
D. All of the above

2. According to Brian Gladue, PhD, CIP, why is it 
a good idea for a serious adverse event form to 
allow for a small range of answers instead of just 
“yes”and “no?”
A. A range of answers provides an opportunity 
to score the answers, and IRBs can use the rating 
scale to determine their next action.
B. A “maybe” is a better answer according to 
OHRP regulations.
C. It encourages investigators to report more 
information while they might be reluctant to say 
a definite “yes” or “no.”
D. All of the above

3. The Association for the Accreditation of Human 
Research Protection Programs (AAHRPP), under 
new leadership, is emphasizing which of the fol-
lowing:
A. AAHRPP will not create greater standards than 
what has already been fully and well explicated 
by the regulatory agencies.
B. AAHRPP will require IRB directors to hand-
deliver applications.
C. AAHRPP will require at least one part of ap-
plications to include a video presentation of an 
actual informed consent session.
D. None of the above

4. According to the CEOs of independent IRBs, 
the need for new technology, expansion of IRB 
offerings, and an increased demand from con-
tract research organizations (CROs) drive the IRB 
consolidations.
A. True
B. False


